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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this tide, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

2. Claims 6 -14 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent No. 
6,478,751 to Krueger et al. in view of U.S. Patent No. 5,669,882 to Pyles. 

In regards to claims 6-11, Krueger et al. discloses a bone biopsy system having including an 
outer cannula (16); a handle portion (12) coupled to the end of the outer cannula; the outer cannula 
is adapted to removably accommodate a biopsy aspiration device (80) therein (Col. 7, lines 3-4), 
The aspiration device includes an elongated cannula body (82) having a proximal end (84), a distal 
tip (91) and a linear longitudinal axis; a lumen running longitudinally through the interior of the 
cannula body. The aspiration device includes a distal tip and a laterally oriented distal opening (93) 
adjacent to the tip. The proximal end of the cannula body comprises a luer attachment for 
removable coupling of an aspiration source (Col. 6, lines 50 - 54). Krueger et al. discloses a stylet 
(14) for removable insertion within the outer cannula (16; Col. 4, lines 60-61). However, Krueger 
et al. fails to disclose the distal tip having an arcuate curved surface originating on the opposite side 
to the laterally oriented distal opening and terminating at the distal-most point of the distal opening 
and the proximal end of the device including viewable indicia indicating the position of the laterally 
oriented distal opening. However, Pyles discloses an elongated cannula body (14) having a proximal 
end (20), a distal tip (16) and a linear longitudinal axis; a lumen (18) running longitudinally through 
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the interior of the cannula body (Col. 3, lines 25 - 26), the lumen terminating at a proximal opening 
(22) and terminating at a single laterally oriented distal opening (48) immediately adjacent the distal 
tip (Col. 4, lines 2-3); wherein the tip of the cannula body comprises an arcuate curved surface 
(Col. 3, line 19) originating on the opposite side to the laterally oriented distal opening, the curved 
surface terminating at the distal-most point of the distal opening, the proximal end of the device 
including viewable indicia (24) indicating the position of the laterally oriented distal opening (Figure 
2). It would have been obvious to one having ordinary skill in the art to modify the distal tip of the 
aspiration device as disclosed by Krueger et al to include an arcuate curved surface originating on 
the opposite side to the laterally oriented distal opening, the curved surface terminating at the distal- 
most point of the distal opening as taught by Pyles in order to allow for rotation of the needle 
during use with a decreased chance of cutting the tissue of the patient (Col. 4, lines 5-8) and to 
improve directional control by the physician during rotation of the needle (Col. 4, lines 9 - 11). It 
would have been obvious to one having ordinary skill in the art to modify the proximal end to the 
device as disclosed by Krueger et al. to include viewable indicia indicating the position of the 
laterally oriented distal opening as taught by Pyles to allow the user to be aware of the direction of 
the opening when inserted into the patient 

In regards to claims 12-14, Krueger et al. discloses a method for obtaining a bone marrow 
sample from a morrow site in a patient including penetrating the cortex of a bone with an outer 
cannula having a stylet positioned within (Col. 7, lines 17 - 20), the distal portion of the stylet 
extending beyond the end of the outer cannula, until the distal end is surrounded by marrow; 
removing the stylet (Col. 7, line 22); inserting into the outer cannula a biopsy aspiration device such 
that the distal tip of the aspiration device is extended into marrow (Col. 7, lines 25 - 26). Krueger et 
al. discloses attaching an aspiration source to the proximal end of the aspiration device and 
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withdrawing a sample of marrow from the sampling site (Col. 7, lines 26 - 31). Krueger et al. 
discloses rotating the aspiration device within the outer cannula thereby repositioning the laterally 
oriented distal opening (Col. 7, lines 47 - 52). Krueger et al. discloses removing the aspiration 
device from the outer cannula and advancing the outer cannula into the bone to obtain a core 
sample (Col. 7, lines 55 - 59). Krueger et al. discloses the aspiration device including an elongated 
cannula body (82) having a proximal end (84), a distal tip (91) and a linear longitudinal axis; a lumen 
running longitudinally through the interior of the cannula body. The aspiration device includes a 
distal tip and a laterally oriented distal opening (93) adjacent to the tip. However, Krueger et al. fails 
to disclose the distal tip having an arcuate curved surface originating on the opposite side to the 
laterally oriented distal opening and terminating at the distal-most point of the distal opening. 
However, Pyles discloses an elongated cannula body (14) having a proximal end (20), a distal tip (16) 
and a linear longitudinal axis; a lumen (18) running longitudinally through the interior of the cannula 
body (Col. 3, lines 25 - 26), the lumen terminating at a proximal opening (22) and terminating at a 
single laterally oriented distal opening (48) immediately adjacent the distal tip (Col. 4, lines 2-3); 
wherein the tip of the cannula body comprises an arcuate curved surface (Col. 3, line 19) originating 
on the opposite side to the laterally oriented distal opening, the curved surface terminating at the 
distal-most point of the distal opening. It would have been obvious to one having ordinary skill in 
the art to modify the distal tip of the aspiration device as taught by Krueger et al. to include an 
arcuate curved surface originating on the opposite side to the laterally oriented distal opening, the 
curved surface terminating at the distal-most point of the distal opening as taught by Pyles in order 
to allow for rotation of the needle during use with a decreased chance of cutting the tissue of the 
patient (Col. 4, lines 5-8) and to improve directional control by the physician during rotation of the 
needle (Col. 4, lines 9-11). 
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Response to Arguments 

3. Applicant's arguments filed 11/3/05 have been fully considered but they are not persuasive. 
Applicant asserts that the present rejection is based on the flawed notion that any and all medical 
devices, simply because they are medical devices similar in appearance, would be readily 
interchangeable in their respective features and functions. Applicant further asserts that Pyles is not 
in the inventor's field of endeavor and one of ordinary skill in the art would not have been 
motivated to combine the teachings of Pyles with that of Krueger et al. However, the Examiner 
disagrees. The examiner must determine what is "analogous prior art" for the purpose of analyzing 
the obviousness of the subject matter at issue. "In order to rely on a reference as a basis for rejection 
of an applicant's invention, the reference must either be in the field of applicant's endeavor or, if 
not, then be reasonably pertinent to the particular problem with which the inventor was concerned." 
In re Oetiker, 977 F.2d 1443, 1446, 24 USPQ2d 1443, 1445 (Fed. Cir. 1992). See also In re 
Deminski, 796 F.2d 436, 230 USPQ 313 (Fed. Cir. 1986); In re Clay, 966 F.2d 656, 659, 23 USPQ2d 
1058, 1060-61 (Fed. Cir. 1992) "A reference is reasonably pertinent if, even though it may be in a 
different field from that of the inventor's endeavor, it is one which, because of the matter with 
which it deals, logically would have commended itself to an inventor's attention in considering his 
problem.". Kxuger et al. and Pyles, as well as the present invention are all related to the field of 
inserting hollow members into a patient in order to introduce or collect a material from the body. 
Additionally, Krueger et al. teaches a need in the field of bone marrow sampling for minimizing 
damage to the bone marrow tissue during sampling (Col. 1, lines 30 - 35). The rotating needle used 
to perform the bone marrow sampling disclosed by Krueger et al. rotates within the bone marrow 
tissue (Col. 7, lines 48 - 51) and includes a laterally oriented distal opening (93) adjacent to the tip. 
Pyles teaches a rotating needle capable of removing material from the body (See Howe; Col. 1 5 lines 
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4 - 31) that minimizes damage to the tissue with witch it is inserted and allows for improved control 
by a physician while rotating (Col. 4, lines 5-11). Pyles is considered pertinent to Krueger et al. as 
well as Applicant's endeavor in that it deals with a needle rotated within a patient's body which 
minimizes damage and allows for improved control by a physician while rotating. The matter with 
witch Pyles deals would have logically commended itself to an inventor's attention. The Examiner 
has presented a prima facie case of obviousness as why one having ordinary skill in the art would 
have been motivated to modify the aspiration needle as disclosed by Krueger et al. with the structure 
of the needle as disclosed by Pyles and maintains that claims 6 -14 remain unpatentable over U.S. 
Patent No. 6,478,751 to Krueger et al. in view of U.S. Patent No. 5,669,882 to Pyles. 

Conclusion 

4. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jonathan ML Foreman whose telephone number is (571)272-4724. The 
examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Max Hindenburg can be reached on (571)272-4726. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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